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U.S.S.N.: 09/766362 
Filed: January 19, 2001 

AMENDMENT AND RESPONSE TO OFFICE ACTION 



In the claims 

1 . (Twice amended) A composition for the nasal administration of a drug in a dry 
powder form having an average particle size of between 10 and 20 microns, in a dosage 
formulation suitable for administration to the nasal region* 

the dry powder form comprising microparticles [formed of] which comprise the drug and 
a [polymer or diketopjperazinel material selected from the group consisting of diketopiperazines. 
polyflvydroxy acids), polvnactic acid), polvfclvcolic acid 1 ) and copolymers thereof 
polyanhydrides. polyesters, nolvorthoesters. polvamides. polycarbonates, polvalkylenes 
including polyethylene and polypropylene, polvf ethylene glycol)* polvf ethylene oxide). 
rxalvf ethylene terephthalate). polyvinyl alcohols, polyvinyl ethers, polyvinyl esters, polyvinyl 
haljdes, polyvinylpyrrolidone, polyvinyl chloride, polystyrene, polvsiloxanes. polymers of 
acrylic and methacrvlic acids oncluding polvfmethvl methacrvlate), polyfethvl rnethacrvlate). 
polvfl>utvlmethacrvlate). polvf isob^l methacrvlate). polyfhexvlmethacrvlate). polvrtsodecvl 
methacrvlate). polvnaurvl methacrvlate). polyfrjhenyl methacrvlate). polvfmethvl acrvlate). 
polvfisopropvl acrvlate). polvfisobutyl acrvlate). polvfoctadecyl actylate), polvuretfaanes and co- 
polymers thereof, celluloses including alkvl cellulose, hvdroxvalk yl celluloses, cellulose ethers. 
cellulose esters, nitro celluloses, methyl cellulose, ethvl cellulose, hvdroxypropvl cellulose, 
hydroxv-propvl methyl cellulose, hvdroxvbutvl methvl cellulose, cellulose acetate, cellulose 
propionate, cellulose acetate butvrate. cellulose acetate phthalate. car boxvlethvl cellulose, 
cellullose triacetate, and cellulose sulphate sodium salt, polvfbutic acid), polvfvaleric acid), 
polvflactide-co-caprolactone). zein. prolamines and hydrophobic proteins, copolymers and 
mixtures thereof . 
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7* (Twice amended) A drug delivery device for nasal administration comprising 
a drug in a dry powder form having an average particle size of between 10 and 20 
microns, in a dosage formulation for administration to the nasal region, and 

a device for delivering a measured dose of the drug to the nasal mucosa, 
wherein the dry powder form comprises microparticles [formed of] which comprise the 
drug and a [polymer or diketouiperazinel material selected from the group consisting of 
diketopiperazines. polvfl ivdroxv acids! polvf lactic acid! polvf glvcolic acid^ and copolymers 
thereof, polvanhvdrides. polyesters, polvorfhoesters. polvamides. polycarbonates, polvalkvlenes 
including polyethylene an d polypropylen e, polvf ethyl ene glycol! polyf ethylene oxide! 
polyf ethylene terephthalate! polyvinyl alcohols, polyvinyl ethers, pol winvl esters, polyvinyl 
halides. polwinvlpvrrolidone. polv vinyl chloride, polystyrene, polvsiloxanes, polymers of 

r \ 

acrylic and mcthacrvhc acids , ^c^idi'n g polyf methyl methacrvlate! polyf ethyl methacrylate! 
polvfbutvlmethacrvlgte\ polvfisobutvl methacrylate! p olvfhexvlme thacrvlateV polvfisodecvl 
methacrvlate! polvflaurvl methacrvlate! polyf phenyl methacrvlate). polvfmethvl acrylate! 
polvfisopropvl acrvlate! polvfisobutvl acrvlate! polvfoctadecvl acrvlate! polvurethanes and cc~ 
polymers thereof, celluloses including alkvl cellulose, hvdroxvalkvl celluloses, cellulose ethers. 
cellulose esters, nitro cell uloses, methyl cellulose, ethvl cellulose, hydroxvoropvl cellulose, 
hvdroxv-propvl methyl cellulose, hvdroxvbutvl methvl cellulose, cellulose acetate, cellulose 
propionate, cellulose acetate butvrate. cellulose acetate phthalate. carboxvlethvl cellulose, 
cellullose triacetate, and cellulose sulphate sodium salt polyfbutic acid! polvf valeric acid! 
polyflactide-co-caprolactone! zein. prolamines and hydrophobic proteins, copolymers and 
mpflurfts, thereof. 
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14. (Twice amended) A method of administering a drug to the nasal region of a patient 
in need thereof, comprising nasally administering a dry powder form of a drug having an average 
particle size of between 10 and 20 microns, in a dosage formulation suitable for nasal 
administration, 

wherein the dry powder form comprises microparticles [formed of] which comprise the 
drug and a [polymer or diketopiperazine] material selected from the group consisting of 
diketopipera2incs 1 polyfhvdroxv acids), polvflactic acid), polyfglycolic acid) and copolymers 
thereof pol vanhvdrides. p olyesters, polvorthoesters. polvamidea. polycarbonates, polvalkvlenes 
including polyethylene and polypropylene, polyethylene glycol), polyf ethylene oxide), 
polyfethvlene terephthalate). polyvinyl alcohols, polyvinyl ethers, polyvinyl esters, polyvinyl 
halides, polyvinylpyrrolidone, poly vinyl chloride, polystyrene, polvsiloxanes. polymers of 
acrylic and methacrvlic acids including polvfmethvl methacrvlate). polvfethvl methacrvlate). 
polyfljutvlmethacrvlate). polvfisobutyl methacrylate). polyfhexvlmethacrvlate). polvfisodecvl 
methacrvlate). polvflauryl methacrvlate). polvf phenyl methacrvlate). polvfmethyl acrylate), 
polvf isopropyl acrvlate). polvfisobutyl acrylate), poly(octadecvl acrvlate). polvurethanes and co- 
polymers thereof, celluloses including alkvl cellulose, hvdroxvalkvl celluloses, cellulose ethers. 
cellulose esters, nitro celluloses, methyl cellulose, ethyl cellulose, hydroxypropvl cellulose, 
hydroxy-propyl methyl cellulose, hvdroxvbutvl methyl cellulose, cellulose acetate, cellulose 
propionate, cellulose acetate butvrate. cellulose acetate phthalate. carboxvlethvl cellulose, 
cellullose triacetate, and cellulose sulphate sodium salt, polvfbutic acid). poly( valeric acid). 
pol v(lactide-co-caprolactone). 2ein, pro lamines and hy drophobic p roteins, copolymers and 
mixtures thereof . 
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